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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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DETAILED ACTION 

Claims 1-20 are pending in the application and were examined on their merits. 

Specification 

The use of the trademark Nico-Rx has been noted in this application. It should 
be capitalized wherever it appears and be accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any new and useful improvement thereof, may obtain a patent therefor, 
subject to the conditions and requirements of this title. 



Claims 6, 7, 10, 13, 19 and 20 are rejected under 35 U.S.C. 101 because the 
claimed invention is directed to non-statutory subject matter, the claimed invention lacks 
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patentable utility and because the disclosed invention is inoperative and therefore lacks 
utility. 

In the Instant case, Applicant has claimed amounts of plant material that are 
unobtainable and/or inoperable. For example, although Applicant has not explained in 
the Specification what the concentrations '4X, 6X, 12X and 30X' mean, it is known that 
in homeopathic concentrations, 1/10 =1X, that is, 1X is a 1:10 dilution. Similarly, 4X is 
a1/1 0,000 dilution, 6X is a 1/1,000,000, 12X is a 1/1,000,000,000,000 dilution and 30X 
is a1/1 ,000,000,000,000,000,000,000,000,000,000. 

It is deemed that concentrations of this nature would fail to provide any 
therapeutic effect especially absent evidence to the contrary. Further, it is deemed that 
the concentration '30X' is an impossible concentration, which goes beyond the 
knowledge of scientific principals. It is deemed that, in a '30X' concentration, that not 
even one molecule will be present since, according to Avogadro's number, one 
molecule is present in 10 24 (parts). 

Because these claims fail to lack utility, they also fail to provide for the provisions 
set forth under 35 USC 1 12 First paragraph, which will be discussed keenly infra. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-20 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

First, with regard to claims 1-7, claims 4 and 6 limit claim 1 to certain herbals 
which may be incorporated as the 'first homeopathic composition', and claims 5 and 7 
limit claim 1 to certain herbals which fit the description of the 'second homeopathic 
composition'. However, none of these claims limit both the 'first homeopathic 
composition' and the 'second homeopathic composition' to actual herbals as taught in 
the Instant Specification. It is deemed that with regard to the 'homeopathic composition' 
itself, aside from the Written Description rejection placed on these claims as a whole 
because it is deemed that Applicant's were not in possession of the concentrations 
claimed as 'a pharmaceutical^ effective amount' (which will be more keenly discussed 
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infra), Applicant does not disclose a reasonable number of 'homeopathic compositions' 
in order to verify that Applicant was in possession of such a possibly infinite amount of 
compositions. The Instant Specification does not define 'homeopathic composition'. 
Webster's dictionary defines 'homeopathy' in part as: a system of medical practice that 
treats a disease especially by the administration of minute doses of a remedy that would 
in healthy persons produce symptoms similar to those of the disease. Thus, Applicant 
is attempting to claim every remedy, including every known and undiscovered drug, 
plant and plant extracts. It is deemed that Applicant was not in possession of such an 
enormous permutation of possible 'remedies'. 

It is further deemed that Applicant was not in possession of an 'effective amount' 
of any of the plants as listed in claims 4 and 5 or 8 for example. It is deemed that 
amounts such as 4X, 6X, 12X and 30X are not proven effective amounts for treatment 
of nicotine cessation . Further, it is noted that the claims state plant material which has 
been diluted, therefore, in essence, what Applicant is claiming is an aqueous (or other 
type of solvent) extract of these plants, and not the plant matter itself. It is deemed that 
it is a priori unpredictable to ascertain if any one molecule of plant material will be 
present in these dilutions, and if one molecule is present, what that molecule will be. 
For example, in a 6X dilution of Plantago major for example, the plant is diluted 
1,000,000 times. In one dose of Plantago major, one dose (wherein the dosage has not 
been defined in the Instant specification as discussed infra) theoretically one milliliter, 
there is a slight chance that one molecule of the original plant material will be present, 
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wherein the plant contains a vast amount of endogenous material such as proteins and 
phytochemicals, inter alia. That molecule may be an amino acid for example. 

Therefore, Applicant may have been in possession of an amino acid, but the 
Examiner cannot be sure since any sample taken from this dilution would need to be 
tested in order to ascertain if any molecules are present at all. 

Claims 1-20 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. . 

Because the claims lack utility, and fail to show that Applicant was in possession 
of the invention, it is deemed that the skilled artisan could not make or use the 
compositions/methods as Instantly claimed. 

The instant specification fails to teach how to make the composition, in that the 
amounts of starting material and extraction solvents are not disclosed, nor is the method 
for serial dilutions in order to arrive at such large dilutions discussed. Further, the 
Specification does not teach what doses would be effective. There is not even one 
actual or even theoretical example where the composition as claimed was useful for 
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treating nicotine cessation or any other ailment/disease. . 

The unpredictability with regard to large dilutions of plant extracts is well 
documented in the literature. No scientific data supported by empirical evidence is 
found in the Instant specification nor in the prior art to substantiate the claimed 
effectively of the compositions toward nicotine cessation or any other ailment/disease. 

Thus, the skilled artisan would not have any reasonable expectation for success 
in producing or using the invention as claimed without undue experimentation. 

No Claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia Leith whose telephone number is (571) 272- 
0968. The examiner can normally be reached on Monday - Thursday 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on (571 ) 272-0974. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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